became fodder for refusal movements and television talk shows, the Vaccination Assistance Act of 1962 established a U.S. vaccination program against polio, diphtheria, tetanus, and pertussis. With that effort launched and growing attention directed to imminent vaccination campaigns against influenza, measles, and rubella, Secretary of Health, Education, and Welfare Anthony Celebrezze approved the establishment of a committee of outside experts to advise the federal government on vaccination activities. That group, the Advisory Committee on Immunization Practices (ACIP), marks its 50th anniversary this year.
A panel providing guidance to the Centers for Disease Control and Prevention (CDC), the ACIP is a globally respected voice in vaccination policy and profoundly influences the design, scope, and funding of U.S. vaccination efforts. Its recommendations inform the use of vaccines in every U.S. child, adolescent, and adult. The committee has been an arbiter of controversies in vaccine science and policy, a model for similar advisory bodies around the world, and ahead of its time in demonstrating how U.S. health agencies can promote the use of medical interventions beyond matters related to licensure and regulatory oversight.
The first ACIP meeting in May 1964 was chaired by CDC Director James Goddard; he and his agency successors would hold this position for the ACIP's first 15 years. Its nine other founding members included D.A. Henderson, a CDC physician who also served as secretary to the committee, along with state health officials, academic physicians, and representatives of other Public Health Service divisions. At the committee's first few meetings, members considered how ACIP recommendations could complement, rather than duplicate, those of other existing vaccine advisory bodies, such as those at the American Academy of Pediatrics and the Department of Defense. Members agreed to focus on public health practice, to make state health departmentswhich bore primary responsibility for vaccination efforts -their primary audience, and to rapidly update guidance as new evidence emerged. 1 Possessing no legal or regulatory authority, the committee could rely only on the strength of its evidence and analysis to influence public health practice.
In the late 1960s, when President Richard Nixon's administration called for a governmentwide moratorium on appointing new members to outside advisory committees, the CDC sought an exemption for the ACIP, arguing that it filled "a vitally important role for the United States in regularly evaluating the full range of vaccines and other immunizing agents available for prevention and control of important diseases in this country and elsewhere." The committee's judgments, the CDC authors wrote, "are based on an intensive evaluation of the risks and benefits of available vaccines, of their applicability in contemporary health practice, and of the relationships which must exist in promoting uniform immunization activities supported by various medical, public health, and voluntary health groups." 2 This description remains apt today. The ACIP has been actively involved in essentially every significant development in U.S. vaccination policy since its creation (see timeline). The committee has substantially shaped the addition of many new vaccines (such as hepatitis B, varicella, and meningococcus) to the recommended schedules; the vaccination programs against swine influenza in 1976 and H1N1 influenza in 2009; the removal of thimerosal from most vaccines beginning in 1999; and the evaluation of innumerable other alleged and confirmed vaccine-safety concerns (such as those involving whole-cell pertussis vaccines and the timing of the childhood vaccination schedule). Its adoption of the GRADE (Grading of Recommendations, Assessment, Development, and Evaluation) approach in 2010 systematized its methods for evaluating evidence, an activity central to its development of recommendations.
Since the ACIP advises the CDC, its assessments and recommendations formally apply only to the U.S. population, but they have been closely watched by international public health authorities, even as other countries have developed their own immunization advisory groups. facto global judgments, as was the case with the first rotavirus vaccine in 1999. 4 Yet the ACIP faces multiple challenges moving forward, the most important of which relate to the policymaking responsibilities it holds along with its scientific advisory role. The committee has had this dual identity since the 1994 establishment of the Vaccines for Children Program, which provides ACIP-recommended vaccines free to uninsured and underinsured children. Vaccines newly recommended by the ACIP are added to this entitlement program, whose annual budget now exceeds $4 billion. The Affordable Care Act (ACA) has expanded the ACIP's policymaking role, since the vaccinations it recommends are automatically included among the preventive services that new insurance policies are required to cover. A strong ACIP recommendation has long been viewed as an essential determinant of the success or failure of a U.S. vaccination program, and these delegated policysetting responsibilities add to the committee's importance in this regard.
In developing its recommendations, the ACIP routinely considers cost-effectiveness. 5 Unfavorable results of economic modeling are a common justification for narrow recommendations that ultimately limit access to and affordability of the vaccines in question. Cost issues have influenced ACIP recommendations on vaccines against human papillomavirus, varicella, pneumococcus, and Lyme disease, for example. This aspect of the ACIP's work long predates the ACA, which largely prohibits using cost-effectiveness analyses in government evaluations of medical interventions. Economic costs are not considered by the U.S. Preventive Services Task Force (USPSTF), which evaluates evidence regarding nonvaccine-based preventive care strategies. Favorable USPSTF assessments also result in coverage requirements under the ACA.
Although it's increasingly essential to spend limited health care resources wisely, it is less clear that vaccination programs should be held to a higher standard in this regard than other preventive or therapeutic interventions, as is currently the case in the United States. Even if evaluating economic analyses is viewed as an appropriate and desirable activity for the federal government, a public health advisory body largely composed of state and local health officials, infectious-disease specialists, and pediatric and family medicine clinicians may not be the best group to undertake such work. We believe that the formation of a separate group for examination of economic issues could have significant value.
A more general challenge for the ACIP has been defending the independence of its findings and recommendations. In its early years, independence from its CDC sponsors was a principal concern of critics, who questioned whether the committee's structure allowed for truly independent advice. The Federal Advisory Committee Act of 1972 led to significant reforms of the ACIP's membership and operations: voting members were no longer permitted to be government employees, the CDC director stopped chairing the committee, and the public was given far greater access to committee meetings and materials.
Recently, more attention has been paid to financial relationships between committee members and vaccine manufacturers. The adequacy of the procedures for monitoring and addressing conflicts of interest for federal advisory groups has been questioned frequently by Congress, consumer groups, and even the Office of Inspector General of the Department of Health and Human Services, and the ACIP has been a specific focus of several inquiries. Ongoing efforts to identify and eliminate meaningful threats to the committee's independence, whatever their source, remain essential to preserving the value of the ACIP's recommendations and public confidence in government vaccination activities. For a half-century, U.S. vaccination efforts have benefited greatly from the ACIP's expertise. Outside advisors frequently contribute to the government's regulatory work in health and medicine -for example, by evaluating products' safety and efficacy for the Food and Drug Administration. Groups providing evidencebased guidance on using such products are far less common. As the ACIP continues to play its influential role, its foremost challenge will be preserving its reputation as an inclusive and credible voice on vaccination. Success requires not simply continued attention to rigorous analyses and high-quality recommendations, but also a similar focus on dissemination of its guidance and its reception by clinicians, parents, and patients. With hesitancy regarding vaccines posing a growing threat to vaccination efforts, insights from the fields of health communication, decision making, and related social and behavioral sciences will be increasingly important to the ACIP's work and
